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Time and Date: 9 a.m.-5 p.m., February 13,
1998.

Place: Doubletree Hotel, 18740 Pacific
Highway South, Seattle, Washington 98188,
telephone 206/246–8600, fax 206/431–8687.

Status: Open to the public, limited only by
the space available.

Purpose: This committee is charged with
providing advice and guidance to the
Director, CDC, regarding the scientific merit
and direction of the Hanford Thyroid
Morbidity Study. The Committee will review
development of the study protocol and
recommend changes of scientific merit to
CDC, and advise on the conduct of a full-
scale epidemiologic study using the
approved protocol. During the conduct of the
full-scale epidemiologic study, the
Committee will advise CDC on the design
and conduct of the study and analysis of the
results.

Matters to be Discussed: The Committee
will discuss the progress and updates on the
status of various components of the Hanford
Thyroid Disease Study being conducted by
the Fred Hutchinson Cancer Research Center.
Agenda items include: National Center for
Environmental Health (NCEH) activities on
the progress of current studies, an update on
the Native American component, and public
involvement activities.

Agenda items are subject to change as
priorities dictate.

Contact Person for More Information: Mike
Donnelly, Public Health Advisor, Radiation
Studies Branch, Division of Environmental
Hazards and Health Effects, NCEH, CDC,
4770 Buford Highway, NE, (F–35), Atlanta,
Georgia 30341–3724, telephone 770/488–
7040, FAX 770/488–7044.

Dated: January 23, 1998.
Carolyn J. Russell,
Director, Management Analysis and Services
Office, Centers for Disease Control and
Prevention (CDC).
[FR Doc. 98–2437 Filed 1–29–98; 8:45 am]
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DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Food and Drug Administration

[Docket No. 84N–0102]

Cumulative List of Orphan Drug and
Biological Designations

AGENCY: Food and Drug Administration,
HHS.
ACTION: Notice.

SUMMARY: The Food and Drug
Administration (FDA) is announcing the
availability of a cumulative list of
designated orphan drugs and biologics
as of December 31, 1997. FDA has
announced the availability of previous
lists, which are brought up-to-date
monthly, identifying the drugs and
biologicals granted orphan-drug
designation under the Federal Food,
Drug, and Cosmetic Act (the act).

ADDRESSES: Copies of the list of current
orphan-drug designations and of any
future lists are or will be available from
the Dockets Management Branch (HFA–
305), Food and Drug Administration,
12420 Parklawn Dr., rm. 1–23,
Rockville, MD 20857, and the Office of
Orphan Products Development (HF–35),
Food and Drug Administration, 5600
Fishers Lane, Rockville, MD 20857,
301–827–3666.
FOR FURTHER INFORMATION CONTACT:
Erica K. McNeilly, Office of Orphan
Products Development (HF–35), Food
and Drug Administration, 5600 Fishers
Lane, Rockville, MD 20857, 301–827–
0983.
SUPPLEMENTARY INFORMATION: FDA’s
Office of Orphan Products Development
(OPD) reviews and takes final action on
applications submitted by sponsors
seeking orphan-drug designation under
section 526 of the act (21 U.S.C. 360bb).
In accordance with this section of the
act, which requires public notification
of designations, FDA maintains a list of
designated orphan drugs and
biologicals. This list is made current on
a monthly basis and is available upon
request from OPD (contact identified
above). At the end of each calendar year,
the agency publishes an up-to-date
cumulative list of designated orphan
drugs and biologicals, including the
names of designated compounds, the
specific disease or condition for which
the compounds are designated, and the
sponsors’ names and addresses. The
cumulative list of compounds receiving
orphan-drug designation through 1988
was published in the Federal Register of
April 21, 1989 (54 FR 16294). This list
is available on request from FDA’s
Dockets Management Branch (address
above). Those requesting a copy should
specify the docket number found in
brackets in the heading of this notice.

The list that is the subject of this
notice consists of designated orphan
drugs and biologicals through December
31, 1997, and, therefore, brings the
March 13, 1997 (62 FR 11900)
publication up to date.

The orphan-drug designation of a
drug or biological applies only to the
sponsor who requested the designation.
Each sponsor interested in developing
an orphan drug or biological must apply
for orphan-drug designation in order to
obtain exclusive marketing rights. Any
request for designation must be received
by FDA before the submission of a
marketing application for the proposed
indication for which designation is
requested. (See 53 FR 47577, November
23, 1988.) Copies of the regulations (see
57 FR 62076, December 29, 1992) for
use in preparing an application for

orphan-drug designation may be
obtained from the OPD (address above).

The names used in the cumulative list
for the drug and biological products that
have not been approved or licensed for
marketing may not be the established or
proper names approved by FDA for
these products if they are eventually
approved or licensed for marketing.
Because these products are
investigational, some may not have been
reviewed for purposes of assigning the
most appropriate established proper
name.

Dated: January 21, 1998.
William K. Hubbard,
Associate Commissioner for Policy
Coordination.
[FR Doc. 98–2265 Filed 1–29–98; 8:45 am]
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DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Food and Drug Administration

[Docket No. 98M–0039]
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SUMMARY: The Food and Drug
Administration (FDA) is announcing its
approval of the application submitted
by NIC Ltd., Half Moon Bay, CA, for
premarket approval, under the Federal
Food, Drug, and Cosmetic Act (the act),
of NiC1800 Needle Disposal System.
FDA’s Center for Devices and
Radiological Health (CDRH) notified the
applicant, by letter of September 26,
1997, of the approval of the application.
DATES: Petitions for administrative
review by March 2, 1998.
ADDRESSES: Written requests for copies
of the summary of safety and
effectiveness data and petitions for
administrative review to the Dockets
Management Branch (HFA–305), Food
and Drug Administration, 12420
Parklawn Dr., rm. 1–23, Rockville, MD
20857.
FOR FURTHER INFORMATION CONTACT:
Chiu S. Lin, Center for Devices and
Radiological Health (HFZ–480), Food
and Drug Administration, 9200
Corporate Blvd., Rockville, MD 20850,
301–443–8913.
SUPPLEMENTARY INFORMATION: On August
8, 1997, NIC Ltd., Half Moon Bay, CA
94019, submitted to CDRH an
application for premarket approval of
the NiC1800 Needle Disposal System.
The device is a needle destruction
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device and is indicated for the disposal
of standard plastic syringe-mounted
hypodermic needles (19 through 28
gauge, up to 2 inches in length) in
patient treatment and clinical laboratory
settings.

In accordance with the provisions of
section 515(c)(2) of the act (21 U.S.C.
360e(c)(2)) as amended by the Safe
Medical Devices Act of 1990, this
premarket approval application (PMA)
was not referred to the General Hospital
and Personal Uses Panel of the Medical
Devices Advisory Committee, an FDA
advisory committee, for review and
recommendation because the
information in the PMA substantially
duplicates information previously
reviewed by this panel.

On September 26, 1997, CDRH
approved the application by a letter to
the applicant from the Director of the
Office of Device Evaluation, CDRH.

A summary of the safety and
effectiveness data on which CDRH
based its approval is on file in the
Dockets Management Branch (address
above) and is available from that office
upon written request. Requests should
be identified with the name of the
device and the docket number found in
brackets in the heading of this
document.

Opportunity for Administrative Review
Section 515(d)(3) of the act authorizes

any interested person to petition, under
section 515(g) of the act, for
administrative review of CDRH’s
decision to approve this application. A
petitioner may request either a formal
hearing under 21 CFR part 12 of FDA’s
administrative practices and procedures
regulations or a review of the
application and CDRH’s action by an
independent advisory committee of
experts. A petition is to be in the form
of a petition for reconsideration under
21 CFR 10.33(b). A petitioner shall
identify the form of review requested
(hearing or independent advisory
committee) and shall submit with the
petition supporting data and
information showing that there is a
genuine and substantial issue of
material fact for resolution through
administrative review. After reviewing
the petition, FDA will decide whether to
grant or deny the petition and will
publish a notice of its decision in the
Federal Register. If FDA grants the
petition, the notice will state the issue
to be reviewed, the form of review to be
used, the persons who may participate
in the review, the time and place where
the review will occur, and other details.

Petitioners may, at any time on or
before March 2, 1998, file with the
Dockets Management Branch (address

above) two copies of each petition and
supporting data and information,
identified with the name of the device
and the docket number found in
brackets in the heading of this
document. Received petitions may be
seen in the office above between 9 a.m.
and 4 p.m., Monday through Friday.

This notice is issued under the
Federal Food, Drug, and Cosmetic Act
(secs. 515(d), 520(h) (21 U.S.C. 360e(d),
360j(h))) and under authority delegated
to the Commissioner of Food and Drugs
(21 CFR 5.10) and redelegated to the
Director, Center for Devices and
Radiological Health (21 CFR 5.53).

Dated: January 5, 1998.
Joseph A. Levitt,
Deputy Director for Regulations Policy, Center
for Devices and Radiological Health.
[FR Doc. 98–2272 Filed 1–29–98; 8:45 am]
BILLING CODE 4160–01–F

DEPARTMENT OF HEALTH AND
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Health Care Financing Administration

[Document Identifier: HCFA–2082]

Agency Information Collection
Activities: Proposed Collection;
Comment Request

AGENCY: Health Care Financing
Administration.

In compliance with the requirement
of section 3506(c)(2)(A) of the
Paperwork Reduction Act of 1995, the
Health Care Financing Administration
(HCFA), Department of Health and
Human Services, is publishing the
following summary of proposed
collections for public comment.
Interested persons are invited to send
comments regarding this burden
estimate or any other aspect of this
collection of information, including any
of the following subjects: (1) The
necessity and utility of the proposed
information collection for the proper
performance of the agency’s functions;
(2) the accuracy of the estimated
burden; (3) ways to enhance the quality,
utility, and clarity of the information to
be collected; and (4) the use of
automated collection techniques or
other forms of information technology to
minimize the information collection
burden.

Type of Information Collection
Request: Revision of a currently
approved collection; Title of
Information Collection: Statistical
Report on Medical Care: Eligibles,
Recipients, Payments and Services;
Form No.: HCFA–2082 (OMB# 0938–
0345); Use: State data are reported either

on the hard copy HCFA–2082 or by the
Federally mandated electronic process,
known as the Medicaid Statistical
Information System (MSIS). These data
are the basis of actuarial forecasts for
Medicaid service utilization, costs of
analysis, cost savings estimates and
responding to requests for information
from HCFA components, the
Department, Congress and other
customers.; Frequency: Quarterly and
Annually; Affected Public: State, Local
or Tribal Government; Number of
Respondents: 53; Total Annual
Responses: 212; Total Annual Hours:
6,808.

To obtain copies of the supporting
statement and any related forms for the
proposed paperwork collections
referenced above, access HCFA’s Web
Site address at http://www.hcfa.gov/
regs/prdact95.htm, or E-mail your
request, including your address, phone
number, OMB number, and HCFA
document identifier, to
Paperwork@hcfa.gov, or call the Reports
Clearance Office on (410) 786–1326.
Written comments and
recommendations for the proposed
information collections must be mailed
within 60 days of this notice directly to
the HCFA Paperwork Clearance Officer
designated at the following address:
HCFA, Office of Information Services,
Information Technology Investment
Management Group, Division of HCFA
Enterprise Standards, Attention: Louis
Blank, Room C2–26–17 7500 Security
Boulevard, Baltimore, Maryland 21244–
1850.

Date: January 22, 1998.
John P. Burke III,
HCFA Reports Clearance Officer, HCFA Office
of Information Services, Information
Technology Investment Management Group,
Division of HCFA Enterprise Standards.
[FR Doc. 98–2304 Filed 1–29–98; 8:45 am]
BILLING CODE 4120–03–P

DEPARTMENT OF HOUSING AND
URBAN DEVELOPMENT

[Docket No. FR–4263–N–75]

Notice of Proposed Information
Collection for Public Comments

AGENCY: Office of the Assistant
Secretary for Public and Indian
Housing, HUD.
ACTION: Notice.

SUMMARY: The proposed information
collection requirement described below
will be submitted to the Office of
Management and Budget (OMB) for
review, as required by the Paperwork
Reduction Act. The Department is


